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§522.1182

no change in feeding is needed. Adjust
the dose at appropriate intervals based
on clinical signs, urinalysis results,
and glucose curve values until ade-
quate glycemic control has been at-
tained.

(B) Protamine zinc recombinant human
insulin. Administer an initial dose of
0.1 to 0.3 IU/pound of body weight (0.2
to 0.7 IU/kilogram) every 12 hours. The
dose should be given concurrently with
or right after a meal. Re-evaluate the
cat at appropriate intervals and adjust
the dose based on both clinical signs
and glucose nadirs until adequate gly-
cemic control has been attained.

(ii) Indications for use. For the reduc-
tion of hyperglycemia and hyper-
glycemia-associated clinical signs in
cats with diabetes mellitus.

(iii) Limitations. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

[69 FR 25827, May 10, 2004, as amended at 73
FR 21042, Apr. 18, 2008; 74 FR 61517, Nov. 25,
2009; 74 FR 66048, Dec. 14, 2009]

§522.1182 Iron injection.

(a) Specifications. See §510.440 of this
chapter. Each milliliter (mL) of solu-
tion contains the equivalent of:

(1) 100 milligrams (mg) of elemental
iron derived from:

(i) Ferric hydroxide;

(ii) Ferric oxide; or

(iii) Elemental iron.

(2) 200 mg of elemental iron derived
from ferric hydroxide.

(b) Sponsors and conditions of use. It is
used in baby pigs by sponsors in
§510.600(c) of this chapter as follows:

(1) Nos. 000859 and 042552 for use of
product described in paragraph (a)(1)(i)
of this section as follows:

(i) For prevention of iron deficiency
anemia, inject 100 mg (1 mL) by
intramuscular injection at 2 to 4 days
of age.

(ii) For treatment of iron deficiency
anemia, inject 100 mg (1 mL) by
intramuscular injection. Dosage may
be repeated in approximately 10 days.

(2) No. 0564771 for use of product de-
scribed in paragraph (a)(1)(i) of this
section as follows:

(i) For the prevention of anemia due
to iron deficiency, administer an ini-
tial intramuscular injection of 100 mg
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at 2 to 4 days of age. Dosage may be re-
peated in 14 to 21 days.

(ii) For the treatment of anemia due
to iron deficiency, administer an
intramuscular injection of 200 mg.

(3) Nos. 000061 and 059120 for use of
product described in paragraph (a)(1)(i)
of this section as follows:

(i) For the prevention of iron defi-
ciency anemia, administer
intramuscularly an amount of drug
containing 100 to 150 mg of elemental
iron to animals from 1 to 3 days of age.

(ii) For the treatment of iron defi-
ciency anemia, administer
intramuscularly an amount of drug
containing 100 to 200 mg of elemental
iron per animal. Dosage may be re-
peated in 10 days to 2 weeks.

(4) Nos. 051311 and 054771 for use of
product described in paragraph
(a)(1)(ii) of this section as follows:

(i) For prevention of iron deficiency
anemia, administer 1 mL by
intramuscular injection at 2 to 5 days
of age. Dosage may be repeated at 2
weeks of age.

(ii) For treatment of iron deficiency
anemia, administer 1 to 2 mL by
intramuscular injection at 5 to 28 days
of age.

(6) No. 054771 for use of product de-
scribed in paragraph (a)(1)(iii) of this
section as follows:

(i) For prevention of anemia due to
iron deficiency, administer 100 mg by
intramuscular or subcutaneous injec-
tion at 2 to 4 days of age.

(ii) For treatment of anemia due to
iron deficiency, administer 100 mg by
intramuscular or subcutaneous injec-
tion up to 4 weeks of age.

(6) Nos. 000859 and 058005 for use of
product described in paragraph
(a)(1)(iii) of this section as follows:

(i) For prevention of anemia due to
iron deficiency, administer 100 mg by
intramuscular injection at 2 to 4 days
of age.

(ii) For treatment of anemia due to
iron deficiency, administer 100 mg by
intramuscular injection. Treatment
may be repeated in 10 days.

(7) Nos. 000859 and 042552 for use of
product described in paragraph (a)(2) of
this section as follows:

(i) For prevention of baby pig anemia
due to iron deficiency, intramuscularly
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inject 200 mg of elemental iron (1 mL)
at 1 to 3 days of age.

(ii) For treatment of baby pig anemia
due to iron deficiency, intramuscularly
inject 200 mg of elemental iron at the
first sign of anemia.

(8) No. 059120 for use of product de-
scribed in paragraph (a)(2) of this sec-
tion as follows:

(i) For prevention of iron deficiency

anemia, administer 200 mg
intramuscularly on or before 3 days of
age.

(ii) For treatment of iron deficiency
anemia, administer 200 mg
intramuscularly.

[73 FR 12635, Mar. 10, 2008, as amended at 73
FR 14385, Mar. 18, 2008; 78 FR 17597, Mar. 22,
2013; 78 FR 44433, July 24, 2013; 79 FR 16190,
Mar. 25, 2014]

§522.1185 Isoflupredone.

(a) Specifications. Each milliliter of
suspension contains 2 milligrams (mg)
of isoflupredone acetate.

(b) Sponsor. See No.
§510.600(c) of this chapter.

(c) Conditions of use—(1) Cattle—(@)
Amount. Administer 10 to 20 mg by
intramuscular injection.

(ii) Indications for use. For use in the
treatment of bovine ketosis. For allevi-
ation of pain associated with general-
ized and acute localized arthritic con-
ditions; for treating acute hyper-
sensitivity reactions; and as an aid in
correcting circulatory defects associ-
ated with severe toxicity and shock.

(iii) Limitations. Animals intended for
human consumption should not be
slaughtered within 7 days of last treat-
ment. A withdrawal period has not
been established for this product in
preruminating calves. Do not use in
calves to be processed for veal. Federal
law restricts this drug to use by or on
the order of a licensed veterinarian.

(2) Horses and swine—(i) Amount—(A)
Horses. Administer 5 to 20 mg by
intramuscular injection for systemic
effect or by intrasynovial injection
into a joint cavity, tendon sheath, or
bursa for local effect.

(B) Swine. The usual dose for a 300-
pound animal is 5 mg by intramuscular
injection.

(ii) Indications for use. For alleviation
of pain associated with generalized and
acute localized arthritic conditions; for

054771 in

§522.1192

treating acute hypersensitivity reac-
tions; and as an aid in correcting cir-
culatory defects associated with severe
toxicity and shock.

(iii) Limitations. Animals intended for
human consumption should not be
slaughtered within 7 days of last treat-
ment. Federal law restricts this drug
to use by or on the order of a licensed
veterinarian.

[79 FR 16190, Mar. 25, 2014]

§522.1192 Ivermectin.

(a) Specifications—(1) Each milliliter
(mL) of solution contains 20 milligrams
(mg) ivermectin.

(2) BEach mL of solution contains 10
mg ivermectin.

(3) Each mL of solution contains 2.7
mg ivermectin.

(b)  Sponsors. See sponsors in
§510.600(c) of this chapter for use as in
paragraph (e) of this section.

(1) No. 050604 for use of the product
described in paragraph (a)(1) of this
section as in paragraph (e)(1) of this
section; the product described in para-
graph (a)(2) of this section as in para-
graphs (e)(2), (e)(3), (e)(4), and (e)(5) of
this section; and the product described
in paragraph (a)(3) of this section as in
paragraphs (e)(3) and (e)(6) of this sec-
tion.

(2) Nos. 000859 055529, 058005, and
061623 for use of the product described
in paragraph (a)(2) of this section as in
paragraphs (e)(2), (e)(3), (e)(4), and (e)(5)
of this section.

(d) Special considerations—(1)
§500.25 of this chapter.

(2) Labeling shall bear the following
precaution: ‘‘This product should not
be used in other animal species as se-
vere adverse reactions, including fa-
talities in dogs, may result.”

(e) Conditions of use—(1) Horses—(i)
Amount. 200 micrograms per Kilogram
(ug/kg) of body weight by
intramuscular injection.

(i1) Indications for use. For the treat-
ment and control of large strongyles
(adult) (Strongylus vulgaris, S. edentatus,
Triodontophorus spp.), small strongyles
(adult and fourth stage larvae)
(Cyathostomum spp., Cylicocyclus spp.,
Cylicostephanus spp.), pinworms (adult
and fourth-stage larvae) (Oxyuris equi),
large roundworms (adult) (Parascaris
equorum), hairworms (adult)

See
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